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Background:  The ProMRI Study is a multicenter prospective, single arm, non-randomized study to evaluate the clinical safety of the 
Biotronik ProMRI Pacemaker System in patients (Pts) undergoing cardiac or thoracic spine 1.5T MRI scanning. All MRI scans were 
assessed for diagnostic image quality by study radiologists.
methods:  Pts with an Entovis (DR-T or SR-T) and Setrox 53cm or 60cm lead(s) were eligible for enrollment at > 5 weeks after pacemaker 
implant. Study defined, non-diagnostic, cardiac or thoracic spine MRI was performed at least 1 week after enrollment. Diagnostic image 
quality was graded by study radiologists on a scale of 0-no artifact, 1-artifact without affecting diagnostic value, 2-artifact affecting some 
diagnostic value, 3- artifact affecting about half of diagnostic value, 4-artifact affecting most of diagnostic value, and 5-no diagnostic value 
due to extensive artifact.
results:  A total of 207 MRI scans were performed. Two scans were not assessed by the radiologist. Thus 205/207 (99%) were assessed 
for quality and included. 96.1% had no artifact or artifact without affecting diagnostic image quality. Only 3.9% had artifact affecting some 
diagnostic value, a higher percentage in cardiac scans. No Pts had artifact affecting half, most, or rendering the images of no diagnostic 
value.
DIAGNOSTIC IMAGE QUALITY PTS (%)
CARDIAC
(N=23)
THORACIC SPINE 
(N=182)
TOTAL
(N=205)
0-NO ARTIFACT 0 (0.0%) 133 (73.1%) 133 (64.9%)
1-ARTIFACT WITHOUT AFFECTING DIAGNOSTIC VALUE 17 (73.9%) 47 (25.8%) 64 (31.2%)
2-ARTIFACT AFFECTING SOME DIAGNOSTIC VALUE 6 (26.1%) 2 (1.1%) 8 (3.9%)
3-ARTIFACT AFFECTING ABOUT HALF OF DIAGNOSTIC VALUE 0 (0.0%) 0 (0.0%) 0 (0.0%)
4-ARTIFACT AFFECTING MOST OF DIAGNOSTIC VALUE 0 (0.0%) 0 (0.0%) 0 (0.0%)
5-NO DIAGNOSTIC VALUE DUE TO EXTENSIVE ARTIFACT 0 (0.0%) 0 (0.0%) 0 (0.0%)
conclusion:  The results of the ProMRI Study demonstrate that clinically useful diagnostic image quality can be obtained in pacemaker 
implanted Pts undergoing cardiac or thoracic spine 1.5T MRI scanning.
